Legal Analysis Supporting Uility Exam nation Cuidelines
| . General Principles Governing Uility Rejections

The O fice nmust exam ne each application to ensure conpliance
with the useful invention or utility requirement of 35 U S.C 8§
101. In discharging this obligation, however, Cfice personne
must keep in mnd several general principles that contro
application of the utility requirenent.

As interpreted by the Federal courts, 35 U S C § 101 has two

pur poses. 1 First, 8 101 defines which categories of inventions
are eligible for patent protection. An invention that is not a
machi ne, an article of nmanufacture, a conposition or a process
cannot be patent ed. 2 Second, 8 101 serves to ensure that
patents are granted on only those inventions that are useful.
Thi s second purpose has a Constitutional footing -Article |
Section 8 of the Constitution authorizes Congress to provide
exclusive rights to inventors to pronote the useful arts.

Thus, to satisfy the requirenents of 8§ 101, an applicant nust
claiman invention that is statutory subject matter and nust show
that the clained invention is useful for sone purpose, either
explicitly or inplicitly. Application of this latter el enent of
8 101 is the focus of these guidelines.

Defici enci es under the useful invention requirenent of 8§ 101 will
arise in one of two forns. The first is where it is not apparent
why the applicant believes the invention to be "useful." 4 This
can occur when an applicant fails to identify any specific

utility for the invention or fails to disclose enough infornmation
about the invention to nmake its useful ness i medi ately apparent

to those famliar with the technol ogical field of the invention.

The second type of deficiency arises in the rare instance where

an assertion of specific utility for the invention nade by an
applicant is not credible.

A. The Uility Requirenment Requires that a Cainmed Invention Have
a Specific Useful ness with "Real Worl d" Val ue

To satisfy 8§ 101, an invention nust be useful. S Courts have
used the labels practical utility or specific utility to refer to
this aspect of the useful invention requirenent of § 101. As the
Court of Custons and Patent Appeals stated in Nel son v. Bow er

Practical utility is a shorthand way of attributing real -world
val ue to clained subject nmatter. 1In other words, one skilled in



the art can use a clained discovery in a nmanner whi ch provides
sonme imre di ate benefit to the public.

Practical considerations require the fice to rely on the
inventor's understanding of his or her invention in determning
whet her and in what regard an invention is believed to be
"useful . "

Because of this, Ofice personnel should focus on and be

receptive to specific assertions nmade by the applicant that an
invention is "use ful" for a particular reason. Ofice personnel
shoul d di stingui sh between situations where an applicant has

di scl osed a specific use for or application of the invention and
situations where the appli cant nerely indicates that the

invention may prove useful w thout identifying with specificity

why it is considered useful. 7 Assertions falling within the

former category are sufficient to identify a spe cificutility for
the invention. Assertions that fall inthe latter category are
insufficient to define a specific utility for the inven tion,
especially if the assertion takes the formof a general statenent
that makes it clear that a "useful” invention may arise from what
has been disclosed by the applicant. 8

Sore confusion can result when one attenpts to |label certain
types of inventions as not being capabl e of having a specific
utility based on the setting in which the invention is to be
used. Inventions that are to be used exclusively in a research
setting (i.e., research tools) illustrate the problem Many
research tool s such as gas chronat ograph, screening assays, and
nucl eoti de sequenci ng techni ques have a clear, specific and
unquestionable utility (e.g., they are useful in analyzing
conpounds). An assessnent that focuses on whether an invention
is useful only in a research setting thus does not address

whet her the specific invention is in fact useful in a patent
sense. Instead, Ofice personnel nust distinguish between
inventions that have a specifically identified utility and

i nventions whose utility requires further research to identify or
reasonably confirm Labels such as "research tool,"
"internedi ate" or "for re search purposes” are not hel pful in
determning if an applicant has identified a specific utility for
the invention.

G fice personnel also nust be careful not to interpret the phrase
i mredi ate benefit to the public or simlar formulations in other
cases 9 to mean that products or services based on the clai ned
invention nust be currently available to the public in order to



satisfy the utility requirenent. Rather, any reasonabl e use that
an applicant has identified for the invention that can be vi ewed

as providing a public benefit should be accepted as sufficient,

at least wth regard to defining a specific utility.

B. Whol Iy I noperative Inventions Are Not Useful Inventions
Under 35 U.S.C. 8§ 101; Incredible UWility

An invention that is "inoperative" (i.e., it does not operate to
produce the results clainmed by the patent applicant) is not a

useful invention in the neaning of the patent |aw 10 However ,
as the Federal Grcuit has stated, [t]o violate § 101 the cl ai ned
devi ce nmust be totally incapable of achieving a useful result .11

If an invention is only partially successful in achieving a
useful result, arejection of the clained invention as a whol e
based on a lack of utility is not appropriate.

Situations where an invention is found to be inoperative and
therefore lacking in utility are rare, and rejections naintained
solely on this ground by a Federal court even rarer. |In many of
these cases, the utility asserted by the applicant was thought to
be incredible in the light of the know edge of the art, or
factual ly msleading when initially considered by the Ofice. 13
G her cases suggest that on initial evaluation, the Cfice
considered the asserted utility to be inconsistent with known
scientific principles or "specul ative at best"” as to whether
attributes of the invention necessary to inpart the asserted
utility were actually present in the invention. 14  However cast
the underlying finding by the court in these cases was that,

based on the factual record of the case, it was clear that the
invention could and did not work as the inventor clained it did.

| ndeed, the use of nmany |abels to describe a single problem

(e.g., an assertion regarding utility that is false) has led to
sonme of the confusion that exists today with regard to a

rejection based on the "utility" requirenent. Exanples of such
cases include: an invention asserted to change the taste of food
using a magnetic field, 15 a per petual notion machine, 16 a flying
nmachi ne operating on "flapping or flutter function, 17 a net hod
for increasing the energy output of fos sil fuels upon conbustion
t hrough exposure to a nagnetic field, 18 uncharacteri zed
conpositions for curing a wide array of cancers, 19 a nethod of
control ling the agi ng process, 20 and a nethod of restoring hair
gromxh.21 Thus, in view of the rare nature of such cases,

G fice personnel should not |abel an asserted utility incredible,
"speculative" or otherwise unless it is clear that a rejection
based on lack of utility is proper.



C. Ther apeutic or Pharmacol ogical Uility

| nventions asserted to have utility in the treatnent of human or

ani mal disorders are subject to the sane | egal requirenents for
utility as inventions in any other field of technol ogy. 22 ps
such, phar nacol ogi cal or therapeutic inventions that provide any
i medi ate ben efit to the public satisfy § 101. 23 o

Courts have repeatedly found that the nere identification of a
phar macol ogi cal activity of a conpound that is relevant to an as-
serted pharnacol ogi cal use provides an i mredi ate benefit to the
public and thus satisfies the utility requirenent. 24 As the
CCPA held in Nelson v. Bow er:

Know edge of the pharnacol ogi cal activity of any conpound is

obvi ously beneficial to the public. It is inherently faster and
easier to conbat illnesses and all eviate synptons when the

nmedi cal profes sion is arnmed with an arsenal of chem cals having
known pharnacol ogi cal activities. Since it is crucial to provide
researchers with an incentive to disclose pharnacol ogi ca
activities in as many conpounds as possi bl e, we concl ude that
adequat e proof of any such activity constitutes a show ng of
practical utility.

Simlarly, courts have found utility for therapeutic inventions
despite the fact that an applicant is at a very early stage in

t he devel opnent of a pharnaceutical product or therapeutic

regi men based on a cl ai ned phar nacol ogi cal or bioactive conpound
or conposition. 26 Accordingly, Ofice personnel shoul d not
construe 8 101, under the logic of practical utility or

otherwise, to require that an applicant denonstrate that a

t herapeuti c agent based on a clained invention is a safe or fully
effective drug for humans. 27

These general principles are equally applicable to situations
where an applicant has clainmed a process for treating a human or

aninmal disorder. |In such cases, the asserted utility is usually
clear -the invention is asserted to be useful in treating the
particular disor der. |If the asserted utility is credible, there

is no basis to chal lenge such a claimon the basis that it |acks
utility under § 101.

D. Rel ati onshi p Between § 112, First Paragraph, and § 101



A deficiency under 8 101 al so creates a deficiency under § 112,
first paragraph. 28 For exanple, the Federal Grcuit recently
noted, "[o]bviously, if a claimed invention does not have
utility, the specification cannot enable one to use it." 29 As
such, a rejection properly inposed under 8 101 shoul d be
acconpanied with a rejection under 8§ 112, first paragraph. It is
equal ly clear that a rejection based on "lack of utility,”

whet her grounded upon 8 101 or 8 112, first paragraph, rests on
the sane basis (i.e., the asserted utility is not credible). To
avoi d confusion, any rejection that is inposed on the basis of 8§
101 shoul d be acconpani ed by a rejection based on § 112, first
paragraph. The 8§ 112, first paragraph, rejection should be set

out as a separate rejection that incorporates by reference the
factual basis and conclusions set forth in the 8 101 rejection.
The § 112, first paragraph, rejection should indicate that
because the invention as clained does not have utility, a person
skilled in the art would not be able to use the invention as
clained, and as such, the claimis defective under 8 112, first
paragraph. A 8§ 112, first paragraph, rejection should not be

i nposed or nai ntai ned unl ess an appropriate basis exists for

i mposing a rejection under § 101 under these guideli nes. 30 n
particular, the factual show ng needed to im pose a rejection
under 8 101 as outlined in these guidelines nust be provided if a
rejection based on 8 112, first paragraph, is to be inposed on
"lack of utility" grounds.

It is inportant to recognize that § 112, first paragraph,
addresses matters other than those related to the question of
whet her or not an invention lacks utility. 31 These matters

i ncl ude whether the clains are fully supported by the disclosure,
whet her the applicant has pro vided an enabling disclosure of the
cl ai med subject matter, whether the applicant has provi ded an
adequate witten description of the invention and whet her the
applicant has discl osed the best node of practicing the clained
invention. The fact that an applicant has disclosed a specific
utility for an invention and provided a credi bl e basis supporting
that specific utility does not provide a basis for concl uding
that the clains conply with all the requirenents of § 112, first
par agraph. For exanple, if an applicant has clained a process of
treating a certain disease condition with a certain conpound and
provided a credi bl e basis for asserting that the conpound is
useful in that regard, but to actually practice the invention as
clained a person skilled in the relevant art woul d have to engage
in an undue anount of experinentation, the claimnmay be defective
under § 112, but not 8 101. To avoid confusion during

exam nation, any rejection under 8 112, first paragraph, based on
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grounds other than "lack of utility" should be inposed separately
fromany rejection inposed due to "lack of utility" under 8 101
and § 112, first paragraph.

1. Procedural Considerations Related to Rejections for Lack of
Uility

A. The Cainmed Invention is the Focus of the Utility Requirenent

The claimed invention is the focus of the assessnent of whether
an applicant has satisfied the utility requirenment. Each claim
(i.e., each invention), therefore, nust be evaluated on its own
nmerits for conpliance with all statutory requirements. GCenerally
speaki ng, how ever, a dependent claimwi || define an invention
that has utility if the claimfromwhich it depends has defined
an invention having util ity. 32 Were an applicant has
established utility for a species that falls within a identified
genus of conpounds and presents a generic clai mcovering the
genus, as a general matter, that claimshould be treated as bei ng
sufficient under § 101. 33

It is coomon and sensible for an applicant to identify several
specific utilities for an invention, particularly where the
invention is a product (e.g., a nmachine, an article of
manuf acture or a conposi tion of matter). However, regardl ess of
the category of invention that is clained (e.g., product or
process), an applicant need only nake one credi bl e assertion of
specific utility for the claimed invention to satisfy 8§ 101 and
8§ 112; additional statenents of utility, even if not "credible"
do not render the clainmed invention lacking in utility. 34 Thus,
if applicant nakes one credible assertion of util ity, utility for
the clainmed invention as a whole is established.

Statenents nade by the applicant in the specification or incident
to prosecution of the application before the Ofice cannot,
standing al one, be the basis for a lack of utility rejection
under § 101 or § 112. 35 An applicant nmay include statenments in
t he specification whose technical accuracy cannot be easily
confirmed if those state nments are not necessary to support the
patentability of an invention with regard to any statutory basis.
Thus, the Ofice should not re quire an applicant to strike
non-essential statenents rela ting to utility froma patent

di scl osure, regardl ess of the technical accu racy of the statenent
or assertion it presents. fice personnel should al so be
especially careful not to read into a claimunclainmed results,
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limtations or enbodiments of an invention. 36 Doing so can

i nappropriately change the relationship of an asserted utility to
the clainmed invention and raise issues not relevant to
examnation of that claim

B. |s There an Asserted or Well -Established Wility for the
Cl ai med I nvention?

Upon initial examnation, the Exam ner shoul d review the
specification to determne if there are any statenents asserting
that the clained invention is useful for any particul ar purpose.
A conpl ete discl osure should include a statenment which identifies
a specific utility for the invention.

l. An Asserted Utility Miust Be Specific, Not Cenera

A statenent of specific utility should fully and clearly explain
why the applicant believes the invention is useful. Such
statenents will usually explain the purpose of or how the

i nvention may be used (e.g., a conpound is believed to be useful
in the treatnent of a par ticular disorder). Regardl ess of the
formof statement of specific utility, it nust enable one
ordinarily skilled in the art to under stand why the applicant
bel i eves the clained invention is useful.

Except where an invention has a well -established utility, the
fail ure of an applicant to specifically identify why an invention
is believed to be useful renders the clainmed invention deficient
under 8 101 and 8§ 112, first paragraph. In such cases, the
applicant has failed to identify a "specific utility" for the
clained invention. For exanple, a statenent that a conposition
has an unspecified bio logical activity or that does not explain
why a conposition with that activity is believed to be useful
fails to set forth a "specific utility." 37 In contrast, a

di sclosure that identifies a particular biological activity of a
conpound and expl ains how that activity can be utilized in a
particul ar therapeutic application of the conpound does contain
an assertion of specific utility for the invention.

Situations where an applicant either fails to indicate why an in-
vention is considered useful, or where the applicant inaccurately
describes the utility should rarely arise. One reason for this
is that applicants are required to disclose the best node known
to themof practicing the invention at the time they file their
application. An applicant who omts a description of the
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specific utility of the invention, or who inconpletely describes
that utility, may encounter problens with respect to the best
node requirenment of 8 112, first paragraph.

2. No Statenment of Uility for the dained Invention in the
Specification Does Not Per Se Negate Utility

Qccasional ly, an applicant wll not explicitly state in the

speci fication or otherw se assert a specific utility for the
claimed invention. If no statenments can be found asserting a
specific utility for the clainmed invention in the specification,

O fice personnel should determne if the clainmed invention has a
wel | -established utility. A well -established utility is one that
woul d be imredi ately apparent to a person of ordinary skill based
upon di scl osed features or characteristics of the invention, or
statenents nade by the appli cant in the witten description of
the invention. |If an invention has a well -established utility,
rejections under 8§ 101 and 8§ 112, first paragraph, based on | ack

of utility should not be inposed. 38 For exanple, if an
application teaches the cloning and characteriza tion of the

nucl eoti de sequence of a well -known protein such as insu lin, and
those skilled in the art at the tine of filing knew that insulin
had a well -established use, it would be inproper to reject the
clained invention as lacking utility solely because of the omt-
ted statenent of specific utility.

If a person of ordinary skill would not imrediately recogni ze a
specific utility for the clainmed invention (i.e., why it would be
useful ) based on the characteristics of the invention or
statenents nade by the applicant, the Exam ner should reject the
application under 8 101 and under 8 112, first paragraph, as
failing to identify a specific utility for the clained invention.
The rejection should clearly indicate that the basis of the
rejection is that the applica tion fails to identify a specific
utility for the invention. The rejection should also specify
that the applicant nust respond by in dicating why the invention
i s believed useful and where support for any subsequently
asserted utility can be found in the specification as filed.

I f the applicant subsequently indicates why the invention is use-
ful, Ofice personnel should reviewthat assertion according to
the standards articul ated bel ow for review of the credibility of
an asserted utility.

C. Evaluating the Credibility of an Asserted Uility



1. An Asserted Utility Creates a Presunption of Uility

I n nost cases, an applicants assertion of utility creates a pre-
sunption of utility that will be sufficient to satisfy the

utility requirenent of 35 U S.C. § 101. 39 As the OCPA stated in
In re Langer :

As a matter of Patent Office practice, a specification which con-
tains a disclosure of utility which corresponds in scope to the
subject matter sought to be patented nmust be taken as sufficient
to satisfy the utility requirenent of 8 101 for the entire

claimed subject matter unless there is a reason for one skilled
inthe art to question the objective truth of the statenent of
utility or its scope.

Thus, Langer and subsequent cases direct the Ofice to presune
that a statenent of utility nade by an applicant is true. 41 For
obvi ous reasons of efficiency and in deference to an applicant's
understand ing of his or her invention, when a statenent of
utility is evalu ated, Ofice personnel should not begin by
questioning the truth of the statenent of utility. Instead, any
inquiry must start by asking if there is any reason to question
the truth of the statenent of utility. This can be done by sinply
evaluating the logic of the statements nade, taking into
consi deration any evidence cited by the applicant. If the
asserted utility is credible (i.e., believable based on the
record or the nature of the invention), a rejection based on
"lack of utility" is not appropriate. dearly, Ofice per sonne
shoul d not begin an evaluation of utility by assumng that an
asserted utility is likely to be fal se, based on the techni cal
field of the invention or for other general reasons.

Conpliance with 8 101 is a question of fact 42 Thus, to overcome
the presunption of truth that an assertion of utility by the

appli cant enjoys, Ofice personnel nust establish that it is nore
likely than not that one of ordinary skill in the art woul d doubt
(i.e., "question") the truth of the statenment of utility. 43 To
do this, O fice personnel nust provide evidence sufficient to

show that the statenent of asserted utility would be consi dered
"fal se" by a person of ordinary skill inthe art.  course, a
person of ordinary skill must have the benefit of both facts and
reasoning in order to assess the truth of a statenent. This

means that if the applicant has pre sented facts that support the
reasoning used in asserting a utility, Ofice personnel nust

present countervailing facts and reasoni ng suf ficient to
establish that a person of ordinary skill would not be lieve the
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applicant's assertion of utility. 44 The initial evidentiary
standard used during evaluation of this questionis a
preponderance of the evidence (i.e., the totality of facts and
reasoni ng suggest that it is nmore likely than not that the
statenent of the applicant is false).

2. When is an Asserted Utility Not Credible?

Where an applicant has specifically asserted that an invention
has a particular utility, that assertion cannot sinply be
dismssed by Ofice personnel as being wong, even when there nmay
be reason to believe that the assertion is not entirely accurate.
Rat her, O fice personnel nust determne if the assertion of
utility is credible (i.e., whether the assertion of utility is
believable to a person of ordinary skill in the art based on the
totality of evidence and rea soning provided). An assertionis
credible unless (a) the logic un derlying the assertion is
seriously flawed, or (b) the facts upon which the assertion is
based are inconsistent with the logic underly ing the assertion.
Oedibility as used in this context refers to the reliability of
the statenent based on the logic and facts that are offered by
the applicant to support the assertion of utility.

(One situation where an assertion of utility would not be
considered credible is where a person of ordinary skill would
consider the as sertion to be "incredible in view of contenporary
know edge" and where nothing of fered by the applicant woul d
counter what contenpo rary know edge m ght ot herw se suggest.

G fice personnel should be careful, however, not to |abel certain
types of inventions as "in credible" or "specul ative" as such

| abel s do not provide the correct focus for the evaluation of an
assertion of utility. Incredible utility is a conclusion, not a

starting point for analysis under 8101 . A conclusion that an
asserted utility is incredible can be reached only after the

G fice has evaluated both the assertion of the applicant
regarding utility and any evidentiary basis of that assertion.
The O fice should be particularly careful not to start with a
presunption that an asserted utility is per se incredible and
then proceed to base a rejection under 8§ 101 on that presunption.

Rej ecti ons under 8§ 101 have been rarely sustai ned by Federal
courts. Cenerally speaking, in these rare cases, the § 101
rejection was sustained either because the applicant failed to
disclose any utility for the invention or asserted a utility that
could only be true if it violated a scientific principle, such as
t he second | aw of thernodynamcs, or a |aw of nature, or was
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whol Iy inconsistent with contenporary know edge in the art. 45
Speci al care therefore should be taken when assessing the
credibility of an asserted therapeutic util ity for a clained
invention. |In such cases, a previous |ack of suc cess in treating
a disease or condition, or the absence of a proven ani mal nodel

for testing the effectiveness of drugs for treating a disorder in
humans, should not, standing alone, serve as a basis for

chall enging the asserted utility under § 101.

D. Initial Burden is on the Ofice to Establish a Prima Facie
Case and Provide Evidentiary Support Ther eof

To properly reject a clained invention under 35 U S.C § 101, the
Gfice nust (a) make a prinma facie show ng that the cl ai ned
invention lacks utility, and (b) provide a sufficient evidentiary
basis for factual assunptions relied upon in establishing the

prima facie showing.46 If the Ofice cannot devel op a proper

prima facie case and provide evidentiary support for a rejection
under § 101, a rejection on this ground shoul d not be inposed. a7

The prinma facie show ng nust be set forth in a well -reasoned
statenent. The statenent nust articul ate sound reasons why a
person of ordinary skill in the art would conclude that it is

nore likely than not that an asserted utility is not credible.
The statenent should specifically identify the scientific basis

of any factual conclusions nade in the prinma facie show ng. The
statenment nust al so explain why any evi dence of record that

supports the asserted utility would not be persuasive to one of

ordi nary skill

In addition to the statenent setting forth the prinma facie

showi ng, O fice personnel nust provide evidentiary support for

the prinma facie case. In nost cases, docunentary evidence (e.g.,
articles in scien tific journals, or excerpts frompatents or
scientific treatises) can and should be cited to support any
factual conclusions made in the prinma facie show ng. Only when
docunentary evidence is not readily availabl e should the Exam ner
attenpt to satisfy the fices require nent for evidentiary
support for the factual basis of the prinma facie show ng solely
t hrough an expl anation of relevant scientific prin ci pl es.

It is inperative that Ofice personnel use specificity in setting

forth an initial rejection under 8§ 101 and support any factual
conclusions nmade in the prinma facie showing . For exanpl e,

G fice personnel should explain why any invitro or invivo data
supplied by the appli cant woul d not be reasonably predictive of
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an asserted therapeutic utility fromthe perspective of a person
of ordinary skill in the art. By using specificity, the applicant
will be able to identify the assunptions nade by the (fice in
setting forth the rejection and will be able to address those
assunptions properly.

E. Evidentiary Requests by an Exam ner to Support an Asserted
Uility

In appropriate situations the Ofice nmay require an applicant to
substantiate an asserted utility for a clained invention. 48  The
pur pose for this authority is to enable an applicant to cure an

ot her wi se defective factual basis for the operability of an
invention. Because this is a curative authority (e.g., evidence
is requested to enable an applicant to support an assertion that
is inconsistent with the facts of record in the application),

O fice personnel should in dicate not only why the factual record
is defective inrelation to the assertions of the applicant, but
al so, where appropriate, what type of evidentiary show ng can be
provided by the applicant to rem edy the problem

Requests for additional evidence should be inposed rarely, and
only if necessary to support the scientific credibility of the
asserted utility (e.g., if the asserted utility is not consistent
with the evidence of record and current scientific know edge).

As the Federal Grcuit recently noted, "[o]nly after the PTO
provi des evi dence show ing that one of ordinary skill in the art
woul d reasonably doubt the asserted utility does the burden shift
to the applicant to provide rebuttal evidence sufficient to

convi nce such a person of the invention's asserted utility." 49
As courts have stated, it is clearly inproper for the Examner to
make a denmand for further test data, which as evidence woul d be
essentially redundant and woul d seemto serve for nothing except
perhaps to unduly burden the applicant. 50

F. Consi deration of a Response to a Prina Facie Rejection for
Lack of Utility

If a rejection under 8§ 101 has been properly inposed, along wth

a corresponding rejection under 8§ 112, first paragraph, the

burden shifts to the applicant to rebut the prinma facie

showi ng. ®1 An appli cant can do this using any conbination of the
followi ng: anendnents to the clains, argunents or reasoni ng, or
new evi dence 92 submitted in an declaration under 37 CFR 1.132, or
in a printed publication.




Once a response has been provided, Ofice personnel nust review
the conplete record, including the clains, to determne if it is
appropriate to maintain the rejections under § 101 and § 112. If
the record as a whole would nmake it nore likely than not that the
asserted utility for the claimed invention woul d be consi dered
credible by a person of ordinary skill in the art, the (fice
cannot maintain the rejection. 53

G Eval uati on of Evidence Related to Uility

There is no predeterm ned anmount or character of evidence that

nmust be provided by an applicant to support an asserted utility,
therapeutic or otherw se. Rather, the character and anount of

evi dence needed to support an asserted utility will vary

dependi ng on what is clained, 94 and whether the asserted utility
appears to contravene es tablished scientific principles and
beliefs. 95 Furthernore, the ap plicant does not have to provide
evidence sufficient to establish that an asserted utility is true

beyond a reasonabl e doubt . 56  Nor nust an applicant provide

evi dence such that it establishes an asserted util ity as a matter
of statistical certainty. 97 Instead, evidence will be sufficient
if, considered as a whole, it leads a person of ordinary skill in
the art to conclude that the asserted utility is nore likely than
not true.

I11. Special Considerations for Asserted Therapeutic or
Phar macol ogi cal Uilities

The Federal courts have consistently reversed rejections by the
G fice asserting a lack of utility for inventions claimng a
pharmacol ogi cal or therapeutic utility where an applicant has
provi ded evi dence that reasonably supports such a utility. In
view of this, O fice personnel should be particularly careful in
their review of evi dence provided in support of an asserted

t herapeutic or pharnmacol ogi cal utility.

A A Reasonabl e Correl ati on Between the Evi dence and the
Asserted Uility is Sufficient

As a general matter, evidence of pharnacol ogi cal or other

bi ol ogi cal activity of a conmpou nd will be relevant to an asserted
therapeutic use if there is a reasonable correlation between the
activity in question and the asserted utility. 58 An appl i cant can
establish this reasonable correlation by relying on statistically

rel evant data docunenting the activity of a conpound or
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conposition, arguments or reasoni ng, docunentary evidence (e.g.,
articles in scientific jour nals), or any conbination thereof.

The appl i cant does not have to prove that a correlation exists
between a particular activity and an asserted therapeutic use of

a conpound as a matter of statistical certainty, nor does he or

she have to provi de actual evidence of suc cess in treating humans
where such a utility is asserted. Instead, as the courts have
repeatedly held, all that is required is a reason abl e correl ation
between the activity and the asserted use.

B. Structural Simlarity to Compounds with Established Uility

Courts have routinely found evidence of structural simlarity to
a conpound known to have a particul ar therapeutic or

phar macol ogi cal utility as being supportive of an assertion of
therapeutic utility for a new compound. 60 Such evi dence shoul d
be given appropriate weight in determning whether one skilled in
the art would find the asserted utility credible. Cfice

per sonnel shoul d eval uate not only the exi stence of the
structural relationship, but also the reasoning used by the
applicant or a declarant to explain why that structural
simlarity is believed to be relevant to the applicant's
assertion of utility.

C. Data fromlIn Vitro or Animal Testing is Generally Sufficient
to Support Therapeutic Utility

|f reasonably correlated to the particul ar therapeutic or

pharmaco |l ogical utility, data generated using invitro assays, or
fromtesting in an ani nal nodel or a conbination thereof al nost
invariably will be sufficient to establish therapeutic or
pharmacol ogi cal utility for a conpound, conposition or process. 61
In no case has a Federal court required an applicant to support

an asserted utility with data fromhunman clinical trials.

If an applicant provides data, whether from invitro assays or
ani mal tests or both, to support an asserted utility, and an

expl anati on of why that data supports the asserted utility, the
COfice will de termne if the data and the expl anati on woul d be
viewed by one skilled in the art as being reasonably predictive
of the asserted utility. 62  Cffice personnel nust be careful to
evaluate all factors that mght influence the conclusions of a
person of ordinary skill in the art as to this question,
including the test paraneters, choice of aninal, relationship of
the activity to the particular disorder to be treated,
characteristics of the conpound or conposition, relative

- 13 -



significance of the data provided and, nost inportantly, the

expl anation offered by the applicant as to why the information
provided is believed to support the asserted utility. If the data
supplied is consistent with the asserted utility, the Ofice
cannot maintain a rejection under § 101.

Evi dence does not have to be in the formof data froman

art -recogni zed ani mal nodel for the particul ar di sease or di sease
condition to which the asserted utility relates. Data fromany
test that the ap plicant reasonably correlates to the asserted
utility should be eval uated substantively. Thus, an applicant

may provide data gener ated using a particular aninmal nodel with
an appropriate explanation as to why that data supports the
asserted utility. The absence of a certification that the test

in question is an industry -accepted nodel is not dispositive of
whet her data froman aninmal nodel is in fact relevant to the
asserted utility. Thus, if one skilled in the art woul d accept
the aninmal tests as being reasonably predictive of util ity in
humans, evidence fromthose tests shoul d be considered suffi ci ent
to support the credibility of the asserted utility. 63 Ofice
per sonnel shoul d be careful not to find evidence unpersuasive
sinply because no ani mal nodel for the human di sease condition

had been established prior to the filing of the application. 64

D. Human d i ni cal Data

O fice personnel should not inpose on applicants the unnecessary
burden of providing evidence fromhuman clinical trials. There is
no decisional law that requires an applicant to provide data from
human clinical trials to establish utility for an invention
related to treatnent of human di sorders, 65 even with respect to
situations where no art -recogni zed ani mal nodel s exist for the
human di sease encom passed by the clai ns. 66 Before a drug can
enter human clinical tri als, the sponsor, often the applicant,
must provide a convincing ra tionale to those especially skilled
inthe art (e.g., the Food and Drug Admni stration) that the

i nvestigation nay be successful. Such a rationale would provide a
basis for the sponsors expectation that the investigation nay be
successful. In order to determne a proto col for phase | testing,
the first phase of clinical investigation, sone credible

rati onal e of how the drug mght be effective or could be

effecti ve woul d be necessary. Thus, as a general rule, if an
appli cant has initiated human clinical trials for a therapeutic
product or process. Ofice personnel should presune that the
applicant has estab |ished that the subject matter of that trial




IS reasonably predictive of having the asserted therapeutic
utility

E. Safety and Efficacy Consi derations

The Ofice nust confine its review of patent applications to the
statutory requirenments of the patent law. her agencies of the
Government have been assigned the responsibilit y of ensuring
conformance to standards established by statute for the
advertisenent, use, sale or distribution of drugs. 67 As the
Federal QGrcuit recently held, "FDA approval, however, is not a
prerequisite for finding a conpound useful within the nmeani ng of
the patent |aws."

Thus, while an applicant may on occasion need to provide evidence

to show that an invention will work as clained, it is inproper

for Ofice personnel to request evidence of safety in the

treatnent of humans, or regarding the  degree of effectiveness. 69

F. Treat nent of Specific D sease Conditions

Aains directed to a method of treating or curing a disease for

whi ch there have been no previously successful treatnents or

cures warrant careful review for conpliance with § 101. 70 The
fact that there is no known cure for a di sease, however cannot
serve as the basis for a conclusion that such an invention |acks
utility. Rather, Cfice personnel nust determne if the asserted
utility for the in vention is credible based on the informatio n
disclosed in the appli cation. Only those clains for which an
asserted utility is not credible should be rejected.

I n such cases, the Ofice should carefully review what is being
claimed by the applicant. An assertion that the clained invention
is useful intreating a synptomof an incurable di sease nay be
considered credible by a person of ordinary skill in the art on
the basis of a fairly nodest anmount of evidence or support. In
contrast, an assertion that the clained invention will be useful
in "curing" the disease may require a significantly greater
amount of evidentiary support to be considered credi ble by a
person of ordinary skill in the art.



It is inportant to note that the Food and Drug Adm ni stration has
pronul gated regul ati ons that enable a party to conduct clinica
trials for drugs used to treat |life threatening and

severely -debilitat ing illnesses, even where no alternative

t her apy exi sts. 72 Inplicit in these regulations is the
recognition that experts qualified to evaluate the effectiveness
of therapeutics can and often do find a sufficient basis to
conduct clinical trials of drugs for incurable or previously
untreatabl e ill nesses. Thus, affidavit evidence from ex perts in
the art indicating that there is a reasonabl e expectati on of
success, supported by sound reasoning, usually should be
sufficient to establish that such a utility is credi bl e.

[* No filter found for the requested operation. *]

1The utility requirement is found in § 101 of title 35 UWiited
St at es Code, which reads:

Wioever invents or discovers any new and useful process, nachi ne,
manuf acture, or conposition of matter, or any new and usef ul

i nprove nent thereof, nay obtain a patent therefor, subject to the
conditions and requirements of this title.

25ee Dianond v. Chakrabarty 447 U 'S. 303, 206 USPQ 193 (1980);
D anond v. Dehr , 450 U S. 175, 209 USPQ 1 (1981).

3See Carl Zeiss Stiftuna v. Renishaw PL; 945 F.2d 1173, 20 USPd
1094 (Fed. Gr. 1991).

4Courts have found an application deficient under the "useful ness
portion of 8§ 101 where the applicant has not identified any
"specific" utility for the invention. Such situations arise
rarely; namely where an applicant fails entirely to indicate why
the clainmed invention is useful. For exanple, in Brenner v.
Manson 383 U S. 519, 148 USPQ 689 (1966), the Suprene Court
affirmed a finding by the & fice that a method of producing a
particul ar class of steroids was deficient under 8 101 because
the applicant did not explain why the conpounds produced by the
cl ai med process were useful. The process in question was

pat ented by anot her who had disclosed a utility for the
invention. The Court refused to consider sufficient a general
assertion, not nmade in the application as filed but instead nade
by the applicant during an interference proceedi ng, that the
conpounds in question were structurally simlar to others and
therefore mght possess a particular biological activity in
common wi th those ot her conpounds. Thus, the Court focused on

- 16 -



the fact that the applicant failed to identify any "specific
utility" for the clained invention in his application. A nore
recent case involved an assertion that a disclosure that a
substance was "plastic -like" and could be pressed into filns was
insufficient to satisfy § 101. Inre Ziegler , 992 F. 2d 1197, 26
USPQRd 1600 (Fed. Gr. 1993). As the court stated:

Ziegler did not assert any practical use for the pol ypropyl ene or
its film and Ziegler did not disclose any characteristics of the
pol ypropyl ene or its filmthat denonstrated its utility. Ziegler
did not even assert that the pol ypropyl ene was useful in
applications where any of the solid plastics were used. Rather,
Ziegler said the pol ypropyl ene was "plastic -like."

Id. at 1203, 26 USPQ@d at 1605. Thus, the failure of the
applicant to either identify any use for the invention or to
di scl ose features of the invention that woul d make uses of it
readily apparent, was found to render the claimed invention
deficient under § 101.

SCourts have recogni zed that the termuseful used with reference
tothe utility requirenent can be a difficult termto define.
Manson, 383 U S At 529, 148 USPQ at 693 (sinple, everyday word
l'i ke useful can be pregnant w th anbiguity when applied to the
facts of life."). Were an applicant has set forth a specific
utility, courts have been reluctant to uphold a rejection under

8 101 solely on the basis that the applicant's opinion as to the
nature of the specific utility was inaccurate. For exanple, in
Nel son v. Bowler , 626 F.2d 853, 206 USPQ 881 (CCPA 1980), the
OCPA reversed a finding by the Ofice that the applicant had not
set forth a "practical™ utility under 8 101 despite the fact that
the applicant asserted that the conposition was "use ful" in a
particul ar pharnaceutical application and provided evidence to
support that assertion.

6 Nelson v. Bow er , 626 F.2d 853, 856, 206 USPQ 881, 883 (CCPA
1980) .

For exanpl e, indicating that a conpound may be useful in
treating unspecified disorders, or that the conpound has usef ul
bi ol ogi cal properties, would not be sufficient to define a
specific utility for the conpound. Contrast the situation where
an applicant discloses a specific biological activity and
reasonably correlates that activity to a disease condition. The



latter would be sufficient to identify a specific utility for the
conpound.

8 Knapp v. Anderson 477 F.2d 588, 590, 177 USPQ 688, 690 (CCPA
1973).

9See, e.g., Brenner v. Manson 383 U S. At 534 -35, 148 USPQ at
695- 96.

10see, e.g., Newran v. Quigg, 877 F.2d 1575, 1581, 11 USPQd

1340, 1345 (Fed. Gr. 1989); In re Harwood 390 F.2d 985, 989, 156
USPQ 673, 676 (CCPA 1968) (An inoperative invention, of course,

does not sat isfy the requirenment of 35 U S.C § 101 that an

i nvention be use ful.).

11prooktree Cors. v. Advanced Mcro Devices Inc, 977 F.2d 1555,
1571, 24 USPQd 1401, 1412

(Fed. Gr. 1992) (enphasis added). See also E.I. du Pont De
Nenmours and Co. v. Berkley and Co , 620 F.2d 1247; 1260 n.17, 205
USPQ 1, 10 n.17 (8th Gr. 1980) (A small degree of utility is

sufficient . . . . The clained invention nust only be capabl e of
performng some benefi cial function . . . . An invention does not
lack utility nerely be cause the particul ar enbodi ment di scl osed
in the patent |acks perfec tion or perforns crudely . . . A
commercially successful product is not required . . . . Nor is it
essential that the invention accom plish all its intended
functions . . . or operate under all condi tions, . . . partia

success being sufficient to denonstrate patentable utility .
In short, the defense of non -utility cannot be sustained
w t hout proof of total incapacity (citations omtted).).

125ee In re Brana 51 F.3d 1560, 34 USPQ2d 1436 (Fed. Gr. 1995);

In re Gardner, 475 F.2d 1389, 177 USPQ 396 (CCPA), rehab denied ,
480 F. 2d 879 (CCPA 1973); In re Marzocchi 439 F.2d 220, 169 USPQ
367 (CCPA 1971).

131n re Gtron, 325 F.2d 248, 253, 139 USPQ 516, 520 (COCPA 1963).

14E. 9., Inre Sichert , 566 F.2d 1154, 196 USPQ 209 ( CCPA 1977).

15 Fregeau v. Mossinahof f, 776 F.2d 1034, 227 USPQ 848 (Fed. Qrr.
1985) .




16 Newman v. Quigg 877 F.2d 1575, 11 UsP@d 1340 (Fed. Qrr.
1989).

17/'n re Houghton 433 F.2d 820, 167 USPQ 687 (OCPA 1970).

18/ n re Ruskiz 354 F.2d 395, 148 USPQ 221 (CCPA 1966).

199 n re Gtron, 325 F.2d 248, 139 USPQ 516 (CCPA 1963).

201n re Eltgroth , 419 F.2d 918, 164 USPQ 221 ( COPA 1970).

2lin re Ferens , 417 F.2d 1072, 163 USPQ 609 ( CCPA 1969).

22In re Onilowsky , 229 F.2d 457, 461-2, 108 USPQ 321 325 (CCPA
1956) (There appears to be no basis in the statutes or decisions
for requiring any nore concl usive evidence of operativeness in

one type of case than another. The character and anount of

evi dence needed may vary, dependi ng on whether the all eged
operation described in the application appears to accord with or

to contravene established sci entific principles or to depend upon
principles alleged but not gen erally recognized, but the degree
of certainty as to the ultinate fact of operativeness or

i noper ati veness should be the sanme in all cases); In re Gazave ,
379 F.2d 973, 978, 154 USPQ 92, 96 (CCPA 1967) (Thus, in the

usual case where the node of operation alleged can be readily
under st ood and conforns to the known | aws of physics and

chemstry, operativeness is not questioned, and no further

evidence is required.).

23The utility being asserted in Nelson related to a conpound with
phar macol ogi cal utility. Nel son, 626 F.2d at 856, 206 USPQ at

883. O fice personnel should rely on Nel son and ot her cases as
provi di ng general guidance when evaluating the utility of an
invention that is based on any therapeutic, prophylactic, or

phar macol ogi cal activities of that invention.

241 n Nel son v. Bow er , the OCPA addressed the practical utility
requirenent in the context of an interference proceeding. Bow er
chal I enged the patentability of the invention clainmed by Nel son
on the basis that Nel son had failed to sufficiently and
persuasively dis close in his application a practical utility for
the invention. Nelson had devel oped and cl ai ned a cl ass of

synt hetic prostagl andi ns nodel ed on natural |y occurring
prostagl andi ns. Naturally occurring prostagl andins are bi oactive
conpounds that, at the tinme of Nelsons application, had a




recogni zed val ue i n pharnacol ogy (e.g., the stinu lation of
uterine snmooth nuscle which resulted in | abor induction or
abortion, the ability to raise or |ower blood pressure, etc.). To
support the utility he identified in his disclosure, Nelson
included in his application the results of tests denonstrating
the bioactivity of his new substituted prostaglandins relative to
the bioactivity of naturally occurring prostagl andins. The Court
concl uded that Nel son had satisfied the practical utility
requirenent in identifying the synthetic prostagl andi ns as

phar macol ogi cal | y active conpounds. In reaching this conclusion,
the court considered and rejected argunents advanced by Bowl er
that attacked the evidentiary basis for Nel sons assertions that

t he conpounds were pharnacol ogically active.

In Inre Jolles , 628 F.2d 1322, 206 USPQ 885 ( CCPA 1980), an
inventor claimed protection for pharnaceutical conpositions for
treating | eukema. The active ingredient in the conpositions was

a structural analog to a known anti -cancer agent. The applicant
provi ded evi dence showi ng that the clai ned anal ogs had the sane
general pharnaceutical activity as the known anti -cancer agents.

The Court reversed the Boards finding that the asserted
pharmaceutical utility was incred ible, pointing to the evidence
t hat showed the rel evant pharmacol ogi cal activity.

In Goss v. lizuka , 753 F.2d 1040, 224 USPQ 739 (Fed. Gr. 1985),
the Federal Grcuit affirnmed a finding by the Board of Patent
Appeal s and Interferences that a pharnacol ogi cal -utility had been
disclosed in the application of one party to an interference
proceedi ng. The invention that was the subject of the

interference count was a chem cal conpound used for treating

bl ood di sorders. G oss had chal |l enged the evidence in |izukas
specification that supported the claimed utility. However, the
Federal QGrcuit relied extensively on Nel son v Bower in finding
that 1izukas application had sufficiently disclosed a

phar macol ogi cal utility for the conpounds. It distinguished the
case from cases where only a generalized nebul ous expression,

such as biologi cal properties, had been disclosed in a
specification. Such statenents, the court held, convey little
explicit indication regard ing the utility of a conpound, 753 F.2d
at 1048, 224 USPQ 745 (citing Inre Kirk, 376 F.2d 936, 941, 153
USPQ 48, 52 (CCPA 1967)).

25Nel son. 626 F.2d at 856, 206 USPQ at 883.



26The Federal Grcuit, in COoss v. lizuka , 753 F.2d 1040, 1051,
224 USPQ 739, 747 -48 (Fed. Gr. 1985), comented on
the-significance of data from in vitro testing that showed

phar macol ogi cal activity:

V& perceive no insurnmountable difficulty, under appropriate
circumstances, in finding that the first link in the screening
chain, In vitro testing, nay establish a practical utility for

t he conpound in question. Successful invitro testing wll
marshal resources and di rect the expenditure of effort to further
in vivo testing of the nost potent conpounds, thereby providing
an i medi ate benefit to the pub Iic, anal ogous to the benefit
provided by the showng of an in vivo utility.

Recently, the Federal Grcuit reiterated that therapeutic utility
sufficient under the patent laws is not to be confused with the
requirenents of the FDA with regard to safety and efficacy of
drugs to be marketed in the United States.

FDA approval, however, is not a prerequisite for finding a
conpound useful within the neaning of the patent |aws. Scott [v.
Finney], 34 F.3d 1058, 1063, 32 USPQd 1115 1120 [(Fed. G
1994)]. Usefulness in patent law, and in particular in the
context of pharmaceutical inventions, necessarily includes the
expectation of further research and devel opnent. The stage at
which an invention in this field be cones useful is well before it
is ready to be admnistered to humans. Wre we to requi re Phase
Il testing in order to prove utility, the associ ated costs woul d
prevent many conpani es from obtai ni ng patent protection on

prom sing new i nventions, thereby elimnating an incen tive to
pursue, through research and devel opnent, potential cures in nmans
cruci al areas such as the treatnment of cancer

In re Brana, 51 F.3d at 1568, 34 USPQRd at 1442 - 1443.

273ee, e.g., Inre Sichert , 566 F.2d 1154, 196 USPQ 209 ( CCPA
1977); Inre Hartop, 311 F. 2d 249, 135 USPQ 419 (CCPA 1962); I'n
re Anthony , 414 F. 2d 1383, 162 USPQ 594 ( CCPA 1969); Inre
Watson, 517 F.2d 465, 186 USPQ 11 (CCPA 1975).

283ee Inre Brana, 51 F.3d at 1564, 34 USPQd at 1436; Inre
Jolles, 628 F.2d 1322, 1326 n. 10, 206 USPQ 885, 889 n.11 (CCPA
1980); In re Fouche , 439 F.2d 1237, 1243, 169 USPQ 429, 434 (CCPA
1971) ("[I]f such conpositions are in fact usel ess, appellant's
speci fication cannot have taught how to use them"). Courts have




al so cast the 8101 -8112 rel ationship such that 8§ 112 presupposes
conpliance with 8 101 com pliance. See In re Ziegler , 992 F. 2d at
1200-01, 26 USP@d at 1603 ("The how to use prong of section 112
incorporates as a matter of lawthe requirenent of 35 U S C 8§
101 that the specification disclose as a matter of fact a
practical utility for the invention. . . . If the application
fails as a matter of fact to satisfy 35 U S C 8§ 101, then the
application also fails as a matter of |law to enabl e one of
ordinary skill in the art to use the invention under 35 U S.C 8§
112."); Inre Kirk, 376 F.2d 936, 942, 153 USPQ 48, 53 (CCPA
1967) ("Necessarily, conpliance with 8§ 112 requires a description
of how to use presently useful inventions, otherw se an applicant
woul d anonal ously be required to teach how to use a usel ess
invention.").

291n re Brana, 51 F.3d at 1564, 34 USPQd at 1439.

301 n other words, Cffice personnel should not inpose a § 112,
first paragraph, rejection grounded on a "lack of utility" basis
unless a 8 101 rejection i s proper.

31The court has sustained rejections under §112 when the scope of
protection sought by the applicant fails to bear a reasonabl e
correlation to the scope of enabl enent provided by the
specification. |In re Vaeck , 947 F. 2d 488, 495, 20 USPRd 1438,
1444 (Fed. Gr. 1991). Further, under § 112 an applicant nust
provi de an enabling disclo sure, which nust teach one of ordinary
skill in the art "how to nmake and use the full scope of the
clainmed invention w thout undue experi mentation.” In re Wight,
999 F. 2d 1557, 1561, 27 USPQd 1510, 1513 (Fed. Gr. 1993). The
factors that are relevant in determning what constitutes undue
experinmentation have been set forth in In re WAnds , 858 F.2d 731,
737, 8 USP@d 1400, 1404 (Fed. QGr. 1988) (citing Ex parte
Forman, 230 USPQ 546, 547 (Bd. Pat: App. & Int. 1986)). These
factors include "(1) the quantity of experinentati on necessary,
(2) the anmount of direction or guidance presented, (3) the
presence or absence of working exanples, (4) the nature of the
invention, (5) the state of the prior art, (6) the relative skil

of those in the art, (7) the predictability or unpredictability

of the art, and (8) the breadth of the clains.”

An application may al so be deficient under 8112 if it fails to

di scl ose the "best node" of pract icing the clained invention
known to the inventor at the tine the application was fil ed.
Chenctast Corp. v. Arco Industries Corp., 913 F.2d 923, 927 -928,




16 USP@d 1033, 1036 -37 (Fed. Gr. 1990). See also Transco
Products Inc. v. Performance Contracting |nc. , 38 F.3d 551, 32
UsPQd 1077 (Fed. Gr. 1994; d axo Inc. v. Novopharm Ltd. 52 F. 3d
1043, 34 USPQRd 1565 (Fed. Gr. 1995). Note, however, that
applications are rarely subjected to a rejection under 8§ 112 on

the grounds of |ack of disclosure of the best node due to the

subj ective nature of this inquiry.

32pn exception to this general rule is where the utility

specified for the invention defined in a dependent claimdiffers
fromthat in dicated for the invention defined in the i ndependent
claimfromwhi ch the dependent cl ai m depends.

33|1f jdentifiable speci es enconpassed by the genus defined in the
claimdo not have the same utility as the other nenbers of the
genus, a 8 112 rejection should be inposed on the generic claim
Specifi cally, a claimthat raises presents this issue is
deficient under 8 112, second paragraph, in terns of accurately
defining the genus to enconpass species that are sufficiently
simlar to constitute an ap propriate genus. The claimmay al so be
deficient under 8§ 112, first paragraph. In the rejection, the

O fice should encourage the appli cant to amend the generic claim
so as to exclude the species that |lacks utility.

34see, e.g.;, Raytheon Co. v. Roper Corp. , 724 F.2d 951, 958, 220
USPQ 592, 598 (Fed. Gr. 1983), cert. denied, 469 U S. 835 (1984)
(Wien a properly clained invention neets at | east one stated
objective, util ity under 8 101 is clearly shown.); Inre
Cottlieb, 328 F.2d 1016, 1019, 140 USPQ 665, 668 (CCPA 1964)
(Having found that the antibiotic is useful for some purpose, it
beconmes unnecessary to decide whether it is in fact useful for

the ot her purposes indicated in the specifi cation as possibly
useful.); In re Ml achowski , 530 F.2d 1402, 189 USPQ 432 (CCPA
1976); Hoffman v. Klaus 9 USPQd 1657 (Bd. Pat. App. & Int.

1988) .

35Tol -O-Matic. Inc. v. Proma Produkt -Und Mta. Gesellschaft

mb.H 945 F.2d 1546, 1553, 20 USP@d 1332, 1338 (Fed. Gr. 1991)
(It is not required that a particular characteristic set forth in
the prosecu tion history be achieved in order to satisfy § 101.).

36see Carl Zeiss Stiftung v. Reni shaw PLC, 945 F.2d 1173, 20
USP@d 1094 (Fed. Gr. 1991); In re Krinmmel 292 F.2d 948, 130
USPQ 215 ( COPA 1961) .




37Brenner v. Manson 383 U. S at 531, 148 USPQ at 694 (general
assertion of simlarities to conpounds known to be useful without
suffi cient, correspondi ng expl anati on why cl ai ned conpounds are
believed to be simlarly useful insufficient under 8 101); Inre
Zieagler , 992 F. 2d at 1201, 26 USPQd at 1604 (disclosure that
conposition is "plastic -like" and can form"filns" not sufficient
toidentify spe cific utility for invention); Inre Kirk, 376 F. 2d
936, 945-46, 153 USPQ 48, 56 (CCPA 1967) (indication that conpound

is "biologically active" or has "biol ogi cal properties”

insufficient standi ng al one). See also Inre Joly, 376 F. 2d 906,
908, 153 USPQ 45, 46 -47 (CCPA 1967); Kawai v. Metlesics , 480 F. 2d
880, 890, 178 USPQ 158, 165 (CCPA 1973)(contrasting description

of invention as sedative which did sug gest specific utility to
general suggestion of pharnacol ogical ef fects on the central
nervous system which did not).

38In re Folkers , 344 F.2d 970, 145 USPQ 390 ( CCPA 1965).

39See, e.g., Inre Jolles, 628 F.2d 1322, 206 USPQ 885 ( CCPA
1980); Inre lrons, 340 F. 2d 974, 144 USPQ 351 (1965); Inre
Langer , 503 F.2d 1380, 183 USPQ 288 (OCPA 1974); In re Sichert ,
566 F.2d 1154, 1159, 196 USPQ 209, 212 -13 (OCPA 1977).

40| n re Langer , 503 F.2d at 1391, 183 USPQ at 297 (enphasis in
origi nal). The "Langer” test for utility has been used by both
the Federal Grcuit and the CCPA in evaluation of rejections
under 8 112, first paragraph, where the rejection is based on a
deficiency under 8 101. The Federal GCrcuit explicitly adopted
the CCPA's formul ation of the "Langer" standard for 8§ 112, first
par agr aph, rejections:

[ Al specification disclosure which contains a teaching of the
manner and process of nmaking and using the invention in terns

whi ch corre spond in scope to those used in describing and

defining the subject matter sought to be patented nust be taken
as in conpliance with the enabling requirenent of the first
paragraph of 8 112 unless there is reason to doubt the objective
truth of the statenents contai ned therein which nust be relied on
for enabling support.

In re Brana 51 F.3d at 1566, 34 USPQd at 1441 (quoting Inre
Mar zocchi , 439 F.2d 220, 223, 169 USPQ 367, 369 (CCPA 1971))
(enmphasis in Brana).




41see In re Langer , 503 F.2d at 1391, 183 USPQ at 297; In re
Mal achowski , 530 F.2d at 1404, 189 USPQ at 435; In re Brana, 51
F.3d at 1566, 34 USPQd at 1441.

42Rayt heon v. Roper , 724 F.2d at 956, 220 USPQ at 596.

43The evidentiary standard to be used throughout ex parte
examnation in setting forth a rejection is a preponderance of
the totality of the evidence under consideration. In re Cetiker |,

977 F.2d 1443, 1445, 24 USPQRd 1443, 1444 (Fed. QGr. 1992) (After
evidence or argunent is submtted by the applicant in response,
patentability is determned on the totality of the record, by a

pr eponder ance of evidence with due consideration to

per suasi veness of argunent.); Inre Corkill 771 F.2d 1496, 1500,
226 USPQ 1005, 1008 (Fed. Gr. 1985). A preponder ance of the

evi dence exi sts when it suggests that it is nore |likely than not

that the assertion in question is true. Herman v. Huddl eston , 459
U S 375, 390 (1983).

44The Federal QOrcuit recently addressed the presunption of
utility standard in In re Brana 51 F. 3d 1560, 34 USPQd 1436
(Fed. Gr. 1995). In Brana, the Ofice rejected an application as
bei ng defi cient under 8 112, first paragraph. The Ofice asserted
that the conpounds were not useful because they would not work in
treating a particular tunor type, given the well known failure of
ot her compounds in the same class to effectively treat tunors.
The O fice also provided a reference that criticized the human
predictive value of the nodels used by Brana to illustrate
utility (i.e., certain murine anti -tunor nodel s). The Federa
Grcuit did not find either of these grounds persuasive. It first
noted, in Inre Brana, 51 F. 3d at 1566, 34 USPRd at 1441:

The purpose of treating cancer w th chem cal conpounds does not
suggest an inherently unbelievabl e undertaki ng or involve

i npl ausi bl e scientific principles. In re Jolles , 628 F. 2d at
1327, 206 USPQ at 890. Mbodern science has previously identified
numer ous successful chenot herapeutic agents. In addition, the
prior art, specifically Zee Cheng et al., discloses structurally
simlar conpounds to those clainmed by the applicants which have
been proven in vivo to be effec tive as chenot herapeutic agents
agai nst various tunor nodel s.

Taking these facts -the nature of the invention and the PTO s
prof fered evidence -into consideration we concl ude that one
skilled in the art would be w thout basis to reasonably doubt



applicants' asserted utility onits face. The PTO thus has not
satisfied its initial bur den. Accordingly, applicants shoul d not
have been required to sub stantiate their presunptively correct
di sclosure to avoid a rejection under the first paragraph of §
112. See In re Marzocchi 439 F.2d at 224, 169 USPQ at 370.

The Federal Grcuit then criticized the Ofice for failing to

eval uat e evi dence provided by the applicant with the proper |evel
of deference. It found that a person of ordinary skill would have
considered the evidence offered by the applicant, in conbinatio
with success by others that was docunented in the literature,
persuasive in support of the applicant's assertions of utility.

It then rebuked the Ofice for requiring a higher standard for
proof of therapeutic utility. As it stated, in In re Brana, 51
F.3d at 1567, 34 USPd at 1442 (footnote omtted):

The Comm ssioner counters that such invivo tests in aninals are
only preclinical tests to determ ne whether a conpound is

suitable for processing in the second stage of testing, by which
he apparently neans in vivo testing in humans, and therefore are
not reasonably pre dictive of the success of the claimed conpounds
for treating cancer in humans. The Comm ssioner, as did the

Board, confuses the require nents under the law for obtaining a
patent with the requirenents for obtaining governnent approval to
market a particular drug for human consunption. See Scott v.
Finney, 34 F.3d 1058, 1063, 32 USPQd 1115, 1120 (Fed. G r. 1994)
("Testing for the full safety and effectiveness of a prosthetic
device is nore properly left to the Food and Drug Adm ni stration
(FDA). Title 35 does not demand that such hunman test i ng occur
within the confines of Patent and Trademark O fice (PTO
proceedings.").

Aven this strong indication by the Federal Grcuit, the Ofice
nmust be careful not to inpose an unreasonably hi gh standard of
proof for applicants to establish a therapeutic utility.

451n re Gazave , 379 F.2d at 978, 154 USPQ at 96 (f oot notes
omtted), provides a good perspective on rejections for |ack of
utility. In reversing the Boards rejection for lack of utility
where the appli cant had asserted a specific utility, the CCPA
hel d:

Appel | ant' s di scovery here does not appear to us to be of such a
"specul ative," abstruse or esoteric nature that it nust
i nherently be considered unbelievable, "incredible," or



"factually msleading."” Nor does operativeness appear "unlikely"

or an assertion thereof appear to run counter "to what woul d be
bel i eved woul d happen by the ordi nary person” in the art. Nor
does appellant's field of endeavor ap pear to be one where "little
of a successful nature has been devel oped” or one which "from
common knowl edge has | ong been the subject matter of nuch
hunbuggery and fraud.” Nor has the exam ner presented evi dence
inconsistent with the assertions and evi dence of operative ness
presented by appel |l ant.

46| n re Gaubert , 524 F.2d 1222, 1224, 187 USPQ 664, 666 (CCPA
1975) (Accordingly, the PTO nust do nore than nerely question
operability it nmust set forth factual reasons which would |ead
one skilled in the art to question the objective truth of the
statenent of operabil ity.).

47 see, e.g., Inre Cetiker , 977 F.2d at 1445, 24 USPQ@d at 1444
([ T] he exam ner bears the initial burden, on review of the prior
art or on any other ground, of presenting a prinma facie case of
unpatentability. If that burden is net, the burden of com ng
forward wth evidence or argunent shifts to the applicant

|f examnation at the ini tial stage does not produce a prina
facie case of unpatentability, then without nore the applicant is

entitled to grant of the patent.). See al so Fregeau v.
Mossi nghof : 776 F.2d 1034, 227 USPQ 848 (Fed. G r. 1985)
(applying prima facie case lawto 8 101); In re Piasecki , 745

F.2d 1468, 223 USPQ 785 (Fed. Gir. 1984).

485ee In re Pottier , 376 F.2d 328, 330, 153 USPQ 407, 408 (CCPA
1967) (Wen the operativeness of any process woul d be deened
unlikely by one of ordinary skill in the art, it is not inproper

for the examner to call for evidence of operativeness.). See
also Inre Jolles, 628 F.2d at 1327, 206 USPQ at 890; Inre
Gtron, 325 F.2d 248, 139 USPQ 516 (CCPA 1963); In re Novak , 306
F.2d 924, 928, 134 USPQ 335, 337 (CCPA 1962).

491n re Brana, 51 F.3d at 1566, 34 USPQRd at 1441 (citing Inre
Bundy, 642 F.2d 430, 433, 209 USPQ 48, 51 (CCPA 1981)).

50In re Isaacs , 347 F.2d 887, 890, 146 USPQ 193, 196 (CCOPA 1965).

Slin re Cetiker , 977 F.2d at 1445, 24 USPQd at 1444 ("The
exam ner bears the initial burden, on review of the prior art or
on any ot her ground, of presenting a prinma facie case of
unpatentability. If that burden is net, the burden of com ng




forward wi th evidence or argunment shifts to the applicant.

After evidence or argunent is submtted by the applicant in
response, patentability is determned on the to tality of the
record, by a preponderance of evidence with due consid eration to
per suasi veness of argunent.).

52New evi dence provi ded by an applicant nust be relevant to the
issues raised in the rejection. For exanple, declarations in

whi ch conclusions are set forth wi thout establishing a nexus

bet ween t hose concl usi ons and the supporting evidence, or which
nmerely express opinions, are of limted probative value with

regard to rebutting a prinma facie case. Inre Gunwell 609 F. 2d
486, 203 USPQ 1055 (CCPA 1979); In re Buchner , 929 F.2d 660, 18
USP@d 1331 (Fed. Gr. 1991). See al so Manual of Patent Exam ni ng

Procedur e §8 716 (Rev. 16, 1994).

53As the OCPA stated in reference to review of an applicants
response to a prinma facie show ng of obviousness in Inre
R nehart , 531 F.2d 1048, 1052, 189 USPQ 143, 147 (CCPA 1976):

When prina faci e obviousness is established and evidence is
submt ted in rebuttal, the decision -nmaker nust start over. . . An
earlier decision should not, as it was here, be considered as set
in concrete, and applicant's rebuttal evidence then be eval uat ed
only on its knockdown ability. Analytical fixation on an earlier
decision can tend to provide that decision with an undeservedly
broadened umbrella effect. Prina facie obviousness is a |egal
conclusion, not a fact. Facts established by rebuttal evidence
nmust be evaluated along with the facts on which the earlier
concl usi on was reached, not against the conclusion itself.

[Sluch finding will rest upon evaluation of all facts in

evi dence, uni nfluenced by any earlier con clusion reached by an
earlier board upon a different record.

S4|n BEx parte Ferguson 117 USPQ 229 (Bd. App. 1957), the
applicant asserted that a drug would provide relief fromthe pain
of ulcers. The Examner rejected the clains on the basis that the
appl i cant had not shown that the drug was effective in curing

ul cers. The Board reversed the Exam ner and indicated that the
evi dence necessary to support the asserted utility nerely had to
denonstrate that the sub jects felt better after using the drug.

S3In re Gazave , 379 F.2d at 978, 154 USPQ at 96; In re Chilowsky |,
229 F.2d at 462, 108 USPQ at 325.




56In re Irons 340 F.2d at 978, 144 USPQ at 354.

S7Nel son v. Bowl er , 626 F.2d 853, 856 -57, 206 USPQ 881, 883 -84
(CCPA 1980) (reversing the Board and rejecting Bow er's argunents
that the evidence of utility was statistically insignificant. The
court pointed out that a rigorous correlation is not necessary

when the test is reasonably predictive of the response). See al so
Rey Bellet v. Engel hardt , 493 F. 2d 1380, 181 USPQ 453 ( CCPA

1974) (data fromani mal testing is relevant to asserted human
therapeutic utility if there is a "satisfactory correl ation

between the effect on the aninal and that ultimately observed in
human bei ngs").

58(ross v. lizuka 753 F.2d 1040, 224 USPQ 739 (Fed. Gr. 1985);
In re Jolles , 628 F.2d 1322, 206 USPQ 885 (OCPA 1980); Nel son v.
Bowl er , 626 F.2d 853. 206 USPQ 881 ( COPA 1980).

S9Nel son v. Bow er , 626 F.2d at 857, 206 USPQ at 884.

60In Inre Jolles, 628 F.2d 1322, 206 USPQ 885 (CCPA 1980), the
cl ai med conpounds were found to have utility based -on a finding
of a close structural relationship to daunorubicin and

doxor ubi ci n and shared pharnacol ogi cal activity with those
conpounds, both of which were known to be useful in cancer
chenot her apy. The evidence of close structural simlarity with

t he known conpounds was presented in conjunction with evidence
denonstrating substantial activity of the claimed conpounds in
animals customarily enpl oyed for screening anti cancer agents.

61 cursory review of cases involving therapeutic inventions
where utility (either under 8 101 or 8§ 112, first paragraph) was
the dispositive issue illustrates the fact that the Federa

courts are not particularly receptive to rejections based on
inoperability. Mt striking is the fact that in those cases

where an applicant sup plied a reasonabl e evidentiary show ng
supporting an asserted thera peutic utility, alnmost uniformy the

utility -based rejection was re versed. See, e.g., Inre Brana, 51
F.3d 1560, 34 USPQd 1436; (Qoss v. lizuka , 753 F.2d 1040, 224
USPQ 739 (Fed. Gr. 1985); In re Jolles , 628 F.2d 1322, 206 USPQ

885 (CCPA 1980); Nelson v. Bowler , 626 F.2d 853, 856, 206 USPQ
881, 883-84 (CCPA 1980); In re Malachowski 530 F.2d 1402, 189
USPQ 432 (CCPA 1976); In re Gaubert , 530 F.2d 1402, 189 USPQ 432
(CCPA 1975); In re Gazave , 379 F.2d 973, 154 USPQ 92 (CCPA 1967);
In re Hartop , 311 F. 2d 249, 135 USPQ 419 (CCPA 1962); Inre
Krimmel, 292 F.2d 948. 130 USPQ 215 ( CCPA 1961).




Only in those cases where the applicant was unable to come

forward with any rel evant evidence to rebut a finding by the

Gfice that the clained i nvention was inoperative have utility
rejections been af firned by the court. Inre Gtron, 325 F. 2d at
253, 139 USPQ at 519- 20 (therapeutic u tility for an
uncharacteri zed bi ol ogi cal extract not supported or

scientifically credible); In re Buting, 418 F.2d 540, 543 -44, 163
USPQ 689, 690 (CCPA 1969) (record did not establish a credible
basis for the assertion that the single class of conpounds in
question woul d be useful in treating disparate types of cancers);

In re Novak , 306 F.2d 924, 134 USPQ 335 (CCPA 1962) (cl ai med
conpounds did not have capacity to effect physiological activity
upon which utility claimbased). Contrast, however, In re Buting
to Inre Gardner , 475 F.2d 1389, 177 USPQ 396 (CCPA 1973), in
which the court held that utility for a genus was found to be
supported through a showi ng of utility for one species.

625ee, e.g., Ex parte Maas , 9 USPQ@d 1746 (Bd. Pat. App. & Int.
1987); Ex parte Balzarini 21 USPQd 1892 (Bd. Pat. App. & Int.
1991).

63A nunmber of decisions have addressed the question of whet her
ani mal data provided sufficient evidence of utility.

In Inre Hartop, 311 F. 2d 249, 135 USPQ 419 (CCPA 1962), the
applicant submtted affidavit evidence that the conpound tested
successfully for therapeutic effectiveness and acute toxicity in
the standard ex perinmental aninmal." The court held that inherent
in the concept of the standard experinental animal is the ability
of one skilled in the art to nmake the appropriate correlation
between the results actually observed with the ani nal experinents
and the probable results in hu nan therapy. Therefore, the court
concl uded that appellants clai ned solutions were useful within
the meaning of 35 U S.C § 101.

In Inre Krimel , 292 F.2d at 953, 130 USPQ at 219, the court
hel d that when the specification teaches the use of the clained
conmpound for the treatment of any animal and is not limted to
the treatnent of humans, and when statistically significant tests
wi th standard experinental animals establish that the conpound
exhi bits a useful pharnaceutical property, sufficient statutory
utility for the com pound has been presented. The court defined
standard experinental aninmals as whatever animal is usually used




by those skilled in the art to establish the particul ar
phar maceutical application in ques tion.

In Ex parte Krepel ka 231 USPQ 746 (Bd. Pat. App. & Int. 1986),

the Board reversed the Examners rejection under 35 U S.C § 101
that clains drawn to conpounds asserted to be useful in treating
human cancer were "incredi ble" and thus | acked patentabl e

utility. The Examner did not support the assertions with any

evi dence to controvert evidence in the applicant's disclosure.

The evidence in the disclosure included test results derived from
accept abl e experinental aninals, i.e., results fromanimals which
were known to correlate with pharnacol ogi cal effects observed in
humans, were sufficient to denmon strate the utility of the clained
conpounds.

64 ack of an appropriate ani mal nodel to assess effectiveness of
a drug or a treatnment nodality should not itself preclude a
finding that an invention has utility. See Inre Chilowsky , 229
F.2d at 461, 108 USPQ at 325 (The nmere fact that somnethi ng has
not previously been done clearly is not, initself, a sufficient
basis for rejecting all applications purporting to disclose how
todoit.); Inre Wody, 331 F.2d 636, 639, 141 USPQ 518, 520
(CCPA 1964) (It appears that no one on earth is certain as of the
present whether the process clained will operate in the nmanner
clained. Yet absolute certainty is not required by the |law The
nere fact that something has not previously been done clearly is
not, initself, a sufficient basis for rejecting all applications
purporting to disclose howto do it).

65| ndeed, in In re Isaacs , 347 F.2d 889, 146 USPQ 193 (1963), the
CCPA st at ed:

No authority has been cited and we have been able to find none
which requires that in order to secure a patent, utility of a
pharmacol ogi cal ly acti ve substance nust be proved by in vivo
testing. The nere fact that the clainmed invention may have
possible utility in vivo does not warrant disregard of in vitro
activity where the clains are not limted to in vivo use

Smlarly, in Inre Langer, 503 F.2d at 1392 -93, 183 USPQ at 297
(footnote omtted), the CCPA, after considering the evidence
relied upon by the Ofice in inposing a 8 101 rejection stated:

It is not proper for the Patent (fice to require clinica
testing in humans to rebut a prinma facie case for lack of utility



when the pertinent references which establish the prina facie
case showin vitro tests and when they do not showin vivo tests
enpl oyi ng stan dard experinental aninals.

66Ex parte Balzarini 21 USPQxd 1892 (Bd. Pat. App. & Int. 1991)
(human clinical data is not required to denonstrate the utility
of the clained invention, even though those skilled in the art

m ght not accept other evidence to establish the efficacy of the
claimed thera peutic conpositions and the operativeness of the
cl ai med met hods of treating hunans).

67Cbngress has created a special agency to determ ne both the
safety and the effectiveness of new drugs. That agency is the

Food and Drug Admnistration (FDA). According to 21 US.C 8§
355(a), in order to introduce or deliver for introduction into
interstate commerce any new drug, an individual nust obtain
approval of an application filed wth the FDA. The statute

defines drug extrenely broadly and defines new drug as any drug
not generally recogni zed as both safe and effec tive for the use
suggested. See 21 U S.C 8 8 321(g) and (p). Under FDA

regul ations, the clinical investigation of a new drug is gener-
ally divided into three distinct phases. The general principles

of new drug investigations require the agency to assess the

l'i kelihood that investigations will yield data capable of neeting
the statutory standards for marketing approval before granting
approval of these phases. 21 CFR § 312.22(a). Part of these
statutory standards in clude the requirenent that the drug prove
effective, a higher standard than the utility requirenent. 21

US C 8§ 355(a), 21 CFR § 314. 105. Ct. Inre lrons 340 F. 2d 974,
978, 144 USPQ 351, 354 (CCPA 1965) (reversing the Board of

Appeal s utility rejection and pointing out that proof with a
doubl e blind test even where the art recogni zed a very

significant placebo effect anounted to proof beyond a reasonabl e
doubt, which was not required to conply with 35 U S.C § 101).

| ndeed, the sinple request to begin testing the drug requires
subm ssion of an explanation of the rationale for the research

as well as information relating to the effectiveness of the drug.
21 CFR 8 8 312.23 (a)(3)(iv),(5(iv),(8) (i), and (9) (i). Thus,
the FDA pursues a two -prong test to provide approval for testing.
Under that test, a sponsor nust show that the investigation does
not pose an unreasonable and significant risk of illness or

injury and that there is an acceptable rationale for the study.

As a review matter, there nust be a rationale for believing that

t he conpound coul d be effective. If the use reviewed by the FDA

is not set forth in the specification, FDA review nay not satisfy




35 US C 8§ 101. However, if the reviewed use is one set forth in
the specification, Ofice personnel nust be extrenely hesitant to
challenge utility. In such a situation, ex perts at the FDA have
assessed the rationale for the drug or research study upon which

an asserted utility is based and found it satisfac tory. Thus, in
challenging utility, Ofice personnel nust be able to carry their
burden that there is no sound rationale for the asserted utility
even through experts designated by Congress to decide the issue
have cone to an opposite concl usion.

68/ n re Brana, 51 F.3d at 1568, 34 USPQ@d at 1442, citing Scot t
v. Finney, 34 F.3d at 1063, 32 USPQ@d at 1120.

69See In re Sichert , 566 F.2d 1154, 196 USPQ 209 ( OCPA 1977); In
re Hartop, 311 F. 2d 249, 135 USPQ 419 (CCPA 1962); In re Anthony ,
414 F. 2d 1383, 162 USPQ 594 (CCPA 1969); In re Watson , 517 F. 2d
465, 186 USPQ 11 (CCPA 1975); Inre Krimmel , 292 F. 2d 948, 130
USPQ 215 (CCPA 1961); Ex parte Jovanovics 211 USPQ 907 (Bd. Pat.
App. & Int. 1981).

7/OThe credibility of an asserted utility for treating a human

di sor der nmay be nore difficult to establish where current
scientific un derstandi ng suggests that the such a task woul d be

i npossi bl e. Such a determ nation has al ways required a good
understanding of the state of the art as of the tinme that the
invention was nade. For exanple, in the 1960s, there were a

nunber of cases where an asserted use in treating cancer in

humans was vi ewed as incredible. Inre Jolles , 628 F. 2d 1322, 206
USPQ 885 (COCPA 1980); In re Buting, 418 F.2d 540, 163 USPQ 689
(CCPA 1969); Ex parte Stevens , 16 USPQ@d 1379 (Bd. Pat. App. &
Inter. 1990); Ex parte Busse , 1 USPQd 1908 (Bd. Pat. App. & Int.
1986); Ex parte Krepel ka 231 USPQ 746 (Bd. Pat. App. & Int.

1986); Ex parte Jovanovics , 211 USPQ 907 (Bd. Pat. App. & Int.
1981).

lin re Sichert, 566 F.2d 1154, 196 USPQ 209 (CCPA 1977); In re
Jolles, 628 F.2d 1322, 206 USPQ 885 ( OCPA 1980). See also Ex
parte Ferguson, 117 USPQ 229 (Bd. Pat. App. & Int. 1957).

72§§g_21 CFR § § 312.80 -88 (1994).



